Jexaapanis npo BignoBignicts  Ne JenD-013.1 cranom na 12.11.2025

Mu, ToBapucTBo 3 00MexKeHOI0 BilnoBinaabHicTIO " [[KeHAeHTaN-Y KpaiHa'"
3HaXOJIMMOChH 3a a/Ipeco0 ByJauls Bumropoaceska, 6yaunok Ne 14, m. Kuis, 04074, Ykpaina.
Ten. (044) 337-87-82;
e-mail: info@jendental-ukraine.com
www.jendental-ukraine.com

Jexiapyemo npo HaCTyIHE:

Ha3sa mean4uHOro BHpooy: CTomaToJIoriYHa NPOAYKIis

IIponykuis CroMaroJIoTiyHi HEMEHTH Julsl IIIOMOYBaHHs KOPSHEBHMX KaHAJIiB
Iepeaik BuUpoOiB: Jusuce noxatok 1 no neknapauii

BupoOHuk: ToBapucTBO 3 00MeKeHOI0 BiinoBinaabHicTIO "' UKeHIeHTAI-YKpaiHa'
Ilepesiik BUPOOHHYMX AiTbHUIb ByJauus bopucninbcebka, Ne 9, kopn.61, m. Kuis, 02099, Ykpaina

Micue 30epiraHHsi TeXHiYHOL ByJauus bopucninbeska, Ne 9, kopn.61, m. Kuis, 02099, Vkpaina
JOKyMeHTAIlii Ten. (044) 337-87-82;

e-mail: info@jendental-ukraine.com
www.jendental-ukraine.com

Kaacudgikanis Kuac IIT (3rigao Jonatky 2 TeXHIYHOTO perjiaMeHTy 00 METUIHUX BHPOOIB,
3aTtBepkeHoro [TocranoBoro KaGinery MinictpiB Ykpainu Ne753 Big 2 ®KOBTHS
2013 poky

Ceptudikar BignoBiaHocTi: Ne R3M 804 079 B7
Bix 12.11.2025
niiicauii mo: 06.02.2027

UA.TR.137

HauioHanbHi cTaHgapTH siKi - JICTY EN ISO 13485:2018 Bupobu meauuni. CHCTEMH YIIPaBIIiHHSA SKICTIO.
3aCTOCOBaHi: Bumorn mono perymosanus (EN ISO 13485:2016, IDT; ISO 13485:2016, IDT /
AC:2016, IDT Medical devices - Quality management systems - Requirements
for regulatory purposes)

- TexHIYHMH pernamMeHT 00 MeANYHUX BUPOOiB (3aTBeppkennii [loctanoBoro
KMY Bin 02 sxoBthst 2013 poxy Ne753) — Jlomatok Ne 33a0e3neucHHs
(YHKIIOHYBaHHSI KOMIUIEKCHOT CUCTEMH YIPABJIIHHS SKICTIO (32 BUHSATKOM
HepPEBIPKH MPOCKTY)

Opras 3 o1iHKY BiAmoBiaHOCTI: TOB VYxkpaiuckuii [nctutyt CTangapris: By Onekcanapiserka, 1, M. Kuis, 03062,
VYxpaina, Homep npusnauenoro oprany UA.TR.137. Arecrat akpenuranii HAAY
Big 30 yepBHs 2020 poky Ne 80141.

Bumieska3zani BUpoOu BiAMOBiIalOTh OCHOBHUM BUMOTaM JUIsi MEIMYHUX BUPOOIB 3rifiHO TeXHIYHOrO perjaMeHTy 11010
Mean4HUX BUpoOiB (3atBepmkenuii [TocranoBoro KMV Bin 02 sxoBTHs 2013 poky Ne753) - [lonatok Ne 3 3abe3nedeHHs
(YHKIIOHYyBaHHS KOMILUIEKCHOI CUCTEMU YIPABIiHHS SKICTIO (33 BUHATKOM IE€PEBIPKU MIPOEKTY).

Tepmin aii nexaapaunii: 10 06.02.2027 poky

M. Kuis

ToBapuCTBO 3 00MeKEHOK BiINOBIIAIBLHICTIO
" I:kengeHTa - YKpaina'"

CHitko O.0.

Hupekrop

Ne JenD-013.1 CtopiHka 1 3 2
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Jexaapanist mpo BignoBigHicTs Ne JenD-013.1

Jonarok 1
R Haszsa moaudikaunii
Ne Homep 3a Ha3zea moaudikauii MeAU4HOrO0
.. MeIMYHOr0 BUPOOY
3/m Karajiorom | BUpPO0y YKpPaiHCBKOI0 MOBOIO -
AHIJIIHCHKOK MOBOKO
1 Hexc-&-lent Cunep 111 KOpEHEBUX Dex-&-Dent Root canal sealer,
KaHaJIiB, TOPOIIIOK powder
Bbanka 10 g (1) Jar10 g
2 25308 Jexc-&-/lent, Cunep mist kopeneBux | Dex-&-Dent Root canal sealer,
KaHaJIiB, TOPOIIIOK powder
Banka 20 g (1) Jar 20 g
3 Hexc-&-Aent WP, Cunep st Dex-&-Dent WP, Root canal
KOPCHEBUX KaHAJIB, IOPOIIOK sealer, powder
Banka 10 g (1) Jar 10 g
4 Jexc-&-dent WP, Cunep st Dex-&-Dent WP, Root canal
KOPCHEBUX KaHAJIB, TOPOIIOK sealer, powder
Banka 20 g (1) Jar20 g
5 21364 Kanbui-Ixen IF, EnnogoHTHuHMiA Calci-Jen IF, Calcium hydroxide -
CHUJICp Ha OCHOBI TipoKkcuay kanbilito | based endodontic sealer with
3 omoopmMom Iodoform
mmpui 2 ml (M) syringe 2 ml

Micue i gata BUZaHHS:

M. Kuis

BupoOHuk:

ToBapuCcTBO 3 00MeKEHOK BiINOBIIAIBLHICTIO
" Jl:xeHaeHTaI-Y Kpaina'

YoBHOBaXkeHa ocoba:

Cuitko O.0.

ITocana:

JupekTop

ITigmuc, mrami:

A
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